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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )|EI Responsive to communication(s) filed on 23 September 2008 . 
2a)n This action is FINAL. 2b)|3 This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 36 and 37 is/are pending in the application. 
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6)|EI Claim(s) 36 and 37 is/are rejected. 
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Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
November 17, 2008 has been entered. 

Acknowledgements 

2. Claims 36-37 are currently pending have been examined. 

3. This Office Action is response to the apphcation filed on September 23, 2008. 

Priority 

4. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which papers 
have been placed of record in the file. The certify copy was filed on March 12, 2004. 



Information Disclosure Statement 
5. The Information Disclosure Statement filed on 23 September 2008, 13 April 2007 and 03 
December 2004 has been considered. An initialed copy of the Form 1449 is enclosed herewith. 
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Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. Claims 36-37 are rejected under 35 U.S.C. 103(a) as being unpatentable over Marchosky 
(US Pub. No. 2003/0050803 Al) ("Marchosky") in view of Hotchkiss et al. (US Pub. No.: 
2003/0140043 Al) ("Hotchkiss"). 

Referring to claim 36 , Marchosky discloses the following: 

a) providing a separate access right storage (storage 238) for association of said user 
identifiers (identifiers) with said access read right categories (see abstract, ]fTf 0002, 0004, 0021- 
0022, 0086); 

b) determining an access right dependent on the data object (records 112) identifier 
(identifiers) and also on the user identifier (identifiers) by use of said user storage (storage 238) 
and said data object (records 112) category storage (storage 238), and when determining said 
access right, also determining an association of the user identifier (identifiers) with at least one of 
the access right categories so that the access right is also dependent on the association of the user 
identifier (identifiers) with the at least one access right category (see abstract, ^ 0002, 0004, 
0021-0022, 0086); and 

c) allowing the access by operating personnel (user) to the data object (records 1 12) 
dependent on the access right (see abstract, 0002, 0041, 0056, 0075). 
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Marchosky does not expressly disclose providing a separate user storage for association of 
user identifiers dependent on previously determined user ID information; providing a separate 
data object category storage for association of data object identifiers and access right categories, 
said data object identifiers forming structural connections to types of people or contextual 
associations with subject areas, and said data object identifiers also reflecting structural 
connections to studies or findings. 

Hotchkiss discloses providing a separate user storage for association of user identifiers 
dependent on previously determined user ID information (see abstract, Tf^f 0066, 0138-0149, 
0169, 0209, 0219). providing a separate data object category storage for association of data 
object identifiers and access right categories, said data object identifiers forming structural 
connections to types of people or contextual associations with subject areas, and said data object 
identifiers also reflecting structural connections to studies or findings (see abstract, ^ 0066, 
0138-0149, 0169, 0209, 0219). 

Therefore, at the time the invention was made, it would have been obvious to a person of 
ordinary skill in the art to have modified of Marchosky for a record system with the features of 
Hotchkiss for a clinical research data management system and method in order to access this 
fiinction, the user must login to the system and must have the appropriate role and associated 
rights to act as a registrar. 



Referring to claim 37 . Marchosky discloses the following: 
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a) providing a separate access right storage (storage 238) for association of said user 
identifiers (identifiers) with said access read right categories (see abstract, TfTf 0002, 0004, 0021- 
0022, 0086); 

b) determining an access right dependent on the data object (records 112) identifier 
(identifiers) and also on the user identifier (identifiers) by use of said user storage (storage 238) 
and said data object (records 112) category storage (storage 238), and when determining said 
access right, also determining an association of the user identifier (identifiers) with at least one of 
the access right categories so that the access right is also dependent on the association of the user 
identifier (identifiers) with the at least one access right category (see abstract, ^ 0002, 0004, 
0021-0022, 0086); and 

c) allowing the access by operating personnel (user) to the data object (records 1 12) 
dependent on the access right (see abstract, 0002, 0041, 0056, 0075). 

Marchosky does not expressly disclose providing a separate user storage for association of 
user identifiers dependent on previously determined user ID information; providing a separate 
data object category storage for association of data object identifiers and access right categories, 
said data object identifiers forming structural connections comprising at least one of work 
groups, research teams, personnel hierarchies, contents referring to people, or contextual 
associations with subject areas or studies in systems of the access rights, and said data object 
identifiers also reflecting at least one of affihation with clinical studies, with series of diagnostic 
findings, or exposures over a long period of time, or with specific diagnostic image types. 

Hotchkiss discloses providing a separate user storage for association of user identifiers 
dependent on previously determined user ID information (see abstract, 0066, 0138-0149, 
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0169, 0209, 0219); providing a separate data object category storage for association of data 
object identifiers and access right categories, said data object identifiers forming structural 
connections comprising at least one of work groups, research teams, personnel hierarchies, 
contents referring to people, or contextual associations with subject areas or studies in systems of 
the access rights, and said data object identifiers also reflecting at least one of affiliation with 
clinical studies, with series of diagnostic findings, or exposures over a long period of time, or 
with specific diagnostic image types (see abstract, TfH 0066, 0138-0149, 0169, 0209, 0219); 

Therefore, at the time the invention was made, it would have been obvious to a person of 
ordinary skill in the art to have modified of Marchosky for a record system with the features of 
Hotchkiss for a clinical research data management system and method in order to access this 
fiinction, the user must login to the system and must have the appropriate role and associated 
rights to act as a registrar. 

Examiner's Note: 

8. The Examiner has pointed out particular references contained in the prior art of record 
within the body of this action for the convenience of the Applicant. Although the specified 
citations are representative of the teachings in the art and are applied to the specific limitations 
within the individual claim, other passages and figures may apply. Applicant, in preparing the 
response, should consider fully the entire reference as potentially teaching all or part of the 
claimed invention, as well as the context of the passage as taught by the prior art or disclosed by 
the Examiner. 
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Response to Arguments 
9. Applicant's arguments with respect to all claims have been considered but are moot in 
view of the new ground(s) of rejection. 



Conclusion 

10. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Any inquiry conceming this communication or earlier communications from the patent 
examiner should be directed to Shahid Kamal whose telephone number is (571) 270-3272. The 
Patent examiner can normally be reached on Monday-Thursday (9:00am -7:00pm), Friday off 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Andrew J. Fischer can be reached on (571) 272-6779. The fax phone number for this origination 
where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published application 
may be obtained from either Private PAIR or Public PAIR. 

Statues information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http ://pair-directed . uspto . gov . 
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Should you have any questions on accessing to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 1(866) 217-9197 (toll free). If you would like assistance 
from a USPTO Customer Service Representative or access to the automated information system, 
call 1(800) 786-9199 (IN USA OR CANADA) or 1(571) 272-1000. 

Shahid Kamal 
November 18, 2008 

/Calvin L Hewitt 11/ 

Supervisory Patent Examiner, Art Unit 3685 



